2 2 1 REGISTERED N o. D. 221 

_w _______ 

STTCcT S <iM*M 

£Ue (Baxette of ^fndia 

WHTtmfT 

EXTRAORDINARY 

vrriT n 3-^q-w/T (ii) 

PART II—Section 3—Sub-section (ii) 

srrfsmr 

PUBLISHED BY AUTHORITY 

fapEft, R>CRTT, imfr 11, 1971 /«fW 21, 1892 
NEW DELHI, MONDAY, JANUARY 11, 1971/PAUSA 21, 1892 


submitfire«(B5 hwt? t^rm>ftfiirc#f«pxqr wnrH«ire?r^ twt rt i 

Separate paging In given to this Part in order that it may be filed 
as a separate compilation 


Uo 3 2 ter] 
No. 23—A1 


MINISTRY OF PETROLEUM AND CHEMICALS AND MINES AND METALS 
(Department of Petroleum and Chemicals) 

ORDER 

New Delhi, the 11th January 1971 

S.O. 226A. —In exercise of the powers conferred by section :i of the Essential 
Commodities Act, 1955 (10 of 1955), the Central Government hereby makes the 
following order further to amend the Drugs (Prices Control) Order, 1970, namely:— 

1. (1) This order may be called the Drugs (Prices Control) Amendment Order, 
1971. 

(2) It shall come into force on the date of its publication in the Official Gazette. 

2. In the Drugs (Prices Control) Order, 1970,— 

(I) In paragraph 2,— 

(a) for clause (a), the following clause shall be substituted, namely:-- 

"(a) “bulk drug’’ means by unprocessed pharmaceutical chemical, biologi¬ 
cal and plant product or medicinal gas conforming to pharmaco¬ 
poeia! or other accepted standards which is used as such or after 
being processed into formulations and includes an essential bulk 
drug,” 

(b) for clause (b), tho following clause shall be substituted, namely:— 

"(b) "dealer” means a person carrying on the business of purchase or sale 
of drugs whether as a wholesaler or a retailer and whether or not 
In conjunction with any other business and includes an agent of 
a dealer.” 
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(c) for sub-clause (i) of clause (g ), the following shall be substituted, 
namely;—- r 

“(i) All bonaflde Ayurvedic (Including Slddha) and Dnani (Tlbb) systems 
of medicines." 


(d) clauses (i) and (1), shall be omitted; 

(e) for clause (m), the following clause shall be substituted, nafnely:— 

“(m) “price list" means the price list referred to in paragraphs 8, 10 and 
14 and Includes a supplementary price list.” 

(II) in paragraph 5,— 

(a) In sub-paragraph (1), for the words "manufacturer, importer or distribu¬ 

tor” the words "manufacturer or importer" shall be substituted; 

(b) after sub-paragraph (1), the following sub-paragraph shall be insert¬ 

ed, namely; — 

“1A. Notwithstanding anything contained in sub-paragraph (1), the Central 
Government may, after calling for such informartion as may be 
necessary, flx the selling price of any Imported bulk drug having 
regard to its landed cost, handling charges, storage expenses, distri¬ 
bution costs, and reasonable return on capital Invested;” 

(ill) in paragraph 7,— 

(a) for the opening brackets, words and figures "(M.U.) referred to 

in paragraph 0 shall be the following, namely;—”, the following letters, 
words and figure shall be substituted, namely; — 

"M. U. referred to In paragraph 0 Includes the manufacturer’s margin, 
ptomotiohal expenses, outward freight, distribution costs and the 
trade commission and shall be the following, namely:—”; 

(b) in clauses (i), (il) and (Hi), before the figures “75”, ‘TOO” and "150”, 

respectively, the words "not exceeding” shall be inserted; 

(c) In the two provisos, after the figure "76”, the words "»l least” shall 

be Inserted; 

(iv) in paragraph 8,— 

(a) for the words "manufacturer, importer or distributor”, wherever they 

occur, the words "manufacturer or Importer” shall be substituted; 

(b) the words ‘‘the manufacturer’s price” wherever they occur shall be 

omitted. 

(v) in paragraph 9, for the words "manufacturer, importer or distributor”, the 
words “manufacturer or importer" shall be substituted; 

(vl) for paragraph 10, the following paragraph shall be substituted, namely:-— 

"10- Special provisions in respect of new packs, new formulations and new 
manufacturers. —(1) No manufacturer or importer shall market a new 
formulation or a new pack of his existing formulation except with 
the prior approval of the Central Government. 

(2) For the purpose of applying for the approval of the Central Govern¬ 

ment, the manufacturer or importer, as the case may be, shall furnish 
information and details of calculations regarding retail price as in 
Form 3. 

(3) The Central Government shall accord the approval subject to such 

modification as may be considered necessary having regard to the 
provisions contained in paragraphs 6, 7, 11 and 14 for the calculation 
of retail price within four months of the receipt of the application 
complete in all respects. 

(4) The manufacturer or importer shall issue a price list or supplementary 

list in respect of the formulations or packs for which the approval is 
accbrded by the Central Government within a fortnight of the receipt 
of approval by him. Where the approval is not accorded within the 
Specified time-limit, the manufacturer or importer shall market the 
new formulation or new pack at the price calculated by him and shall 
Issue price list or supplementary price list accordingly. 
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5. The provisions of sub paragraphs U) to (4) shall apply to a new manu¬ 
facturer or Importer who markets his formulations for the first time.” 

(vii) "W paragraph 11, the following paragraph shall be substituted, namely:— 


“11. Power of the Central Government lo fix retail, prices of formulations — 

(1) If on the scrutiny of the price list' and the information and details 
of calculations furnished to it under paragraph 0, the Central Govern¬ 
ment is of the opinion that the retail price of any formulation has not 
been fixed in accordance with paragraph fi or 7. it may fix the retail 
price of such formulation in accordance with the provisions of the 
said paragraphs and communicate the retail price so fixed to the 
manufacturer or importer, who shall amend the relevant price list 
and communicate the same to the dealers: 


Provided that the Central Government shall have th e power to adopt such 
mark-up within the ceilings mentioned in paragraph 7, as may be 
expedient in the public interest in the case of any particular formula 
tion having regard to all relevant factors such as changes in the cost 
of raw materials, promotional expenses, volume of sales and the mark¬ 
up approved in the case of other similar or comparable formulations. 

(2) The retail pric e of any formulation fixed by the Central Government 

under sub-paragraph (1) and the said amended price list shall come 
into force not later than fifteen days from the receipt of the aforesaid 
communication by the manufacturer or Importer. 

(3) The power under subparagraph (1) to fix the prices of formulations 

shall be exercised by the Central Government within four months 
from the date of receipt by it of th e intimation of retail price for any 
formulation together with the information and details of calculations 
referred to in paragraph fi : 


Provided that the said period of four months may be extended by the Central 
Government to six months in the case of formulations involving 
detailed examination 


Provided, however, that an intimation (hat the period has been extended 
to six month s shall be sent by the Central Government before the 
expiry of the said period of four months to the manufacturer or 
importer concerned. 

('ll Notwithstanding anything contained in sub-paragraph (1) and para¬ 
graphs 6, 7, 10, 13. and 14, the Central Government may either 
generally or in individual eases by order, fix, in the public interest, 
the retail price of any formulation or class of formulations essential 
to the life of the community. 

(5) The price fixed under sub-paragraph (4) shall be in force until altered 
or cancelled by the Central Government." 


(viii) in paragraph 12 in sub-Daragraph (1), for the words “manufacturer, 
importer or distributor”, the words “manufacturer or importer” shall be substituted; 

(lx) for paragraph 13. the following paragraph shall be substituted, namely:— 

“13 Revision of Prices. —-(1) The retail nrice of a formulation once fixed 
in accordance with the provisions of this Order shall not be increased 
except with the prior approval of the Central Government. 

12) Every application for increase in th e retail price ol a formulation shall 
be nccomnamed by information and details of calculations as required 
in Form 3- 


(3) 

(4) 


It shall be lawful for the Central Government to revise the retail price 
ol any formulation suo moto. 


For the purpose of such revision, the Central Government mav call 1 
such information regarding cost structure of any formulation as 
may consider necessary from anv manufacturer or Importer and 
the” retail price in accordance with paragraphs G and 7 m which 
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the manufacturer or importer shall within fifteen days from the date 
of receipt of the Central Government's communication fixing the retail 
price of such formulation amend the price list and majkeGThe said 
formulation at the retail price fixed by the Central Government: 

Provided that if the manufacturer or importer falls to furnish the required 
information within the time stipulated, the Central Government may 
on the basis of such information as is available with it, (lx the retail 
price of the said formulation and communicate the same to the manu¬ 
facturer or importer and the manufacturer or importer shall within 
15 days of the receipt of the aforesaid communication revise the price 
list accordingly, and market the formulation at the retail price so 
fixed,” 

(x) IV>r paragraph 14, the following paragraph shall be substituted, namely 

"It. Alternative scheme of pricing .— (31 Notwithstanding anything contained 
in the other provisions of this Order, the manufacturer or importer 
may, if he so chooses, submit to the Central Government, for approval 
a scheme of prices covering all of the formulations marketed by him 
so that the overall gross profit before tax does not exceed 15 of the 
sales turnover as estimated by him and submit the price list resulting 
therefrom. alongwith such other information as is required in 
Schedule III for the purpose: 

Provided that the scheme shall ho subject to the following conditions, 
namely:— 

(i) the formulations based on the essential bulk drugs shall be priced in 
accordance with (he provisions of paragraphs 6 and 7; 

(111 the formulations based on the bulk drugs other than the essential bulk 
drug's shall be priced in accordance with the formula in para¬ 
graph (1, in such a way that the mark-up in any individual case 
does not, exceed 150 or surh lower or higher mark-up ai the Central 
Government may permit in any case having regard to the circumst¬ 
ance- of that case: 

Min the manufacturer or importer shall, on choosing Ihe scheme, undertake 
and maintain separate accounts for formulations bftsed on essential 
hulk drugs and the formulations based on other bulk drugs, and 
submit them for scrutiny in such manner nm mny bo specified by the 
Central Government. 

Mvl In case the actun 1 gross profit before tax for any Particular year as 
shown in the audited accounts of the manufacturer or importer 
exceeds 15";, of the sales turn-over of the year, as certified by the 
auditor, the excess shall be funded separately and shall not he 
utilised, for distribution of dividends but. shall be utilised with the 
Drier approval of the Centra 1 Government, for any of the following 
purposes, namely -- 

til research and development expenditure: 
fill adjustment against future profits or losses: 

fliii such other purposes ns nviv bo specified bv the Central Government 
from time to time. 

r rn!nr<aline, "the forrnulntion based on the essential bulk drugs” means the 
fornudatfop which contain-.- one or more of the essential bvdk drugs ns major 
therapeutic Ingredient. 

(?) The option referred to in ■mb-paraeraph fit shall he exorcised and the- 
-nrice lists under the alternative pricing scheme necomn.-vnied by information and 
details of calculations reearding retail price as room'red in Form No. 5 shall be 
mbmllted to the Central Government by the manufacturer or importer, as the case 
mnv be. within two months of the commencement of Ihis Ordpr: 

Provided that the Central Government may for sufficient cause, either generally 
or in individual efise-o extend the said period of two month- to such further period 
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or periods ;>s it may deem fit so however, that the period or periods so extended 
snail not exceed four months from the date of commencement of this Order In 
any tprse. 

(3) Pending the decision of the Central Government on the price lists submitted 
n> It under sub-paragraph (2), the manufacturer or importer may market his 
iormulations ns tier price lists submitted by him under the said sub-paragraph. 

Provided that in any case where the price for any formulations calculated in 
accordance with the provisions of sub-paragraph (1) Is higher lh»n the price 
prevailing on the 13th May, 1970, for such formulation, then until such time the 
decision of the Central Government on the price list submitted under sub-para¬ 
graph (2) is received, such formulation shall be marketed only at the price 
prevailing on the date aforesaid. 

Z4T The Central Government shall have the power to approve or modify the 
price of any formulation included in the price list submitted to it under sub¬ 
paragraph (2) and shn'I communicate its decision to the manufacturer or importer 
not later than the 31st December, 1970: 

Provided that In ca rs where the communications regarding such decisions are 
not Issued by the aforesaid date, the prit?e lists submitted under sub-paragraph (21 
shall he deemed to have been approved by the Central Government and shall be 
deemed to he valid price lists for the purpose ol' this paragraph. 

(5) )For the purpose of approval or modification of the price of any formula¬ 
tion included in the price list submitted to it. under sub-paragraph (2) it shall 
he lawful for the Central Government to take into consideration all relevant 
factors such as product-mix, material costs, the number and nnture of specialised 
formulations, if any, export performance during the preceding three years, amount 
and nature of expenditure on research, trend of gross profits before tax during 
the immediately preceding three years of the manufacturer and the prices ap¬ 
proved for similar or comparable formal til ions of other manufacturers of im¬ 
porters as the ease may he 

(6) The prices, of the formulations under this paragraph shall take effect 
within fifteen days of the receipt of the communication regarding decision of the 
Central Government relating to approval or modification of the price of any 
formulation by the manufacturer or importer. 

171 Where the Central Government, modifies the price of any formulation, it 
shall communicate in writing the reasons for ■mrh modification to the manufac¬ 
turer or importer unless such modification follows from the revision made by 
the manufacturer or importer himself in consultation with t’-e Central Govern¬ 
ment, 

(&\ The provisions of paragraph 13 ‘■-hap. «o far -w may 1 m apply to revision 
of prices of formulations fixed under this paragraph 

f91 The provisions of paragraph 10. shell so far as may tie, apply to new 
packs of existing formulations and new formulations 1o be marketed by n manu¬ 
facturer or importer who opts for the alternative scheme of pricing, 

(10) The option once exercised by the mar.ufrcl urw ov importer shall not 
he changed without the previous approval of the Central Government. 

(11,1 If any difficulty arises in giving effect to the provisions of this para¬ 
graph, the Central Government mav. from time to time, issue such orders, direc¬ 
tions or instructions, not inconsistent with the provisions of this Order as appear 
to it to be necessary or expedient for the removal of such difficulty.' 

(xi) For paragraph If. the following paragraph shall be substituted, namely._ 
“Control of sole prices of formulation ;r.—No retailer shall sell any formula¬ 
tion'to a customer at a price exceeding the retail price of that for¬ 
mulation in the price list approved hv the Central Government plus 
the local taxes if any payable. 

Explanation. —For ’ l - r , nurpose of this paragraph, local taxes shall include 
sales tax actually paid by the retailer under the law in force in particular area.’ ; 

(xiil in paragraph 19, in the title for the word "Retailer", the word “Dealer" 
shall be substituted; 
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(xiii) paragraph 20 shall be omitted; 

(xiv) for paragraph 21, the following paragraph shall be substituted, name¬ 
ly:— 

‘‘21. Price to the wholesaler and retailer —(1) No manufacturer, importer 
or distributor shall sell a formulation to a wholesaler unless other¬ 
wise permitted under the provisions of this order or any order made 
there under at a price higher than the retail price minus 14 per cent 
thereof in the case of ethical drugs and retail price minus 12 per 
cent thereof in the case of non-ethical drugs, 

12) No manufacturer, importer, distributor or wholesaler shall sell a for¬ 
mulation to a retailer unless otherwise permitted under the provi¬ 
sions of this order or" any order made thereunder at a price higher 
than the retail price minus 12 per cent thereof in the case of ethical 
drugs and retail price minus 10 per cent thereof in the case of non- 
cthical drugs. 

Explanation .—For the purpose of this paragraph, ethical drugs shall Include 
all drugs covered by Schedule C, entries Nos. 1, 2, 3, 7, 8 and 9 of Schedule C(l), 
Schedule E, Sfchedule (2, Schedule H and Schedule L to the Drugs and Cosmetics 
Rules,. 1945, made under the Drugs and Cosmetics Act, 1940 (23 of 1940) and 
non-ethical drugs shall mean all drugs other than the ethical drugs. 

(3) Notwithstanding anything contained in sub-paragraphs (1) and (2), 
the Central Government may either generally or in individual cases, 
by order fix, in the public Interest, the price to the wholesaler or 
retailer in respect of any formulation refered to in sub-paragraph 
(4) Of paragraph 11. 

(xv) in paragraph 22, the words “in such manner as to show separately, the 
selling price, and local taxgs payable if any” shall be omitted. 

(xvi) In Schedule II, (a) for form No. 2, the following shall be substituted, 
namely: — 

“Form No. 2 

(See paragraphs 8, 10 and 14) 

FORM OF PRICE LIST 
(To be submitted in triplicate) 

Form of Price List 


Nmjofth; formulrton Composition Specifications Excise 

(main ofthe pack Duty 
ingredients 
to be given) 


Pricctothc 
retailer 
(inclusive 
of excese 
duty) 


Retail price 
(inclusive of 
Excise duty 


r 


23456 


(b) in fqrm 3, part I, for item 6, the following shall be substituted namely :— 

“6. The price to the retailer and retailprice for which approval is sought (please furnish the 
basis for arriving at the prices in Part IV). 


Specification Priceto the Retail price 
ofthe pack retailer inclusive of 
excise duty. 


I 


2 


3 
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(c) in form 3, for part IV, the following shall be substituted, namely: — 

•> 

"Part IV 

(Cost and Price Data) 

1. Specification of the pack: 

2. (a) Batch size for which Numher of Labs/litres/kgs. etc. costing is shown: 

(b) Number of finkhed packs actually obtained from sub-item (a) 
above; 

(c) Number of finished packs that can be obtained theoretically from 
sub-item (a) above: 

3. Consumption and cost of raw materials and pharmaceutical aids per 

batch os shown in item 2(a) above. 


Names of 
the raw 
materials 


Unit Price 

Kg/Litre/ per unit] 
Million 
Unit etc. 


Qmniity Provision 
theoretically for 
required overages 
per hatch if any 


Total Total cost 
quantity per hatch 
consumed 
per batch 


i 2 3 4 5 <S(=4+5) 7 (= 3 ^ 6 ) 


IMPORTED 

l. 


3- 

etc. 

INDIGENOUS 

1. 

2 . 

3 - 

etc. 


Totai. t 


Rs. X 


Process loss as 


Y 


per norms —- 

”+Y 


4, M. C. (Materials Cost) 

5. C. C. (Conversi on Cost) 


X+Y 

Number of packs as per item a(c) above 
(As per norms) mRs. 


6. 


. ■ .M. C. + C.C. 


= Rs. 
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7. Consumption and cost of packing materials per hatch (upto final despeurhabh sta^) 
Theoretical numbers of packs us in item 2(c). 


Name ofthe picking materials Una Price per Quantities Price per 

Unit theoretically batch 
required for 
item 2(c) 


I 

2 

3 


4 

5 (—3X4) 

S. Total 



Rs. 




9. (i) Process loss, if any 

(not to exceed the prescribed norms) Rs. B. 

Rs, +B 


(ii) Price per pack. —— .. — . ——-- « Rs.Cf—Rs. A+B) 

Theoretical Number ol packs as in 

10. Packing expenses as per norms. itcnt2(c). —Rs. D. 


11. , \P. C. —.Rs. C+D 


12. (i) .-,M. C. + C. C. — Rs. 

+P, G. icsRs, 


Total —Rs. 

'H(i[) Mak-up(indicate the percentage) —Rs. 

Total of above — Rs. Rs. R (Say) 

(iii) Excise Duty —Rs. (E. D.) 


13. Retail Price (inclusive of Excise Duty) — Rs, (R+ED) 

14. Price to the retailer (sec para 21) — Rs. 

15. Retail price inclusive of excise duty before commencement of the Drugs 
(Price Control) Order, 1970.” 

(dd in form 3, for part V, the following shall be substituted, namely: — 

“Part V 

(To be filled by importer of drugs) 

1. Name of the Drug. 

2. Specification of the pack: 

3. C.I.F. Cost per unit pack: 

4. Import duty: 

5. Clearing charges; 

6. Landed Cost (items '3+4+5) 

7. Repacking charges if any, (actuals or as per norms whichever is lower; 
if actuals, details to be given). 

8. Total ex-factory cost 

( 6 + 7 ) 

9. Mark-up adopted 

(indicate the percentage) 

10. Excise duty payable. 

10. Retail price inclusive of excise duty (8+9 + 10) 

12. Retail price inclusive of excise duty before the commencement of the Drugs 
(Price Control) Order, 1970.” 

[No. 17(82)/70-Ch.III.] 
M. RAMAKRISHNAYYA, Jt. Secy. 
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